I. INTRODUCTION
Pandemic influenza will pose tremendous challenges to health care providers, state public health authorities, and the public. All will have to conduct business under the most adverse of circumstances. It will be difficult for providers to meet the customary legal standards of care imposed by state and federal regulatory authorities, as well as the common law tort system. This white paper will explore the legal issues associated with altered standards of care in pandemic influenza.
II. STANDARDS OF CARE
The concept of "standard of care" has several different meanings depending on the context. In medicine, public health, and the other health professions, "standard of care" refers to accepted standards acknowledged by the profession as defining acceptable and appropriate practice. Increasingly, these standards are developed by professional organizations, accrediting bodies, and government agencies in processes that vary greatly in their democratic characteristics. 1 Development efforts are designed to clarify, establish, and codify professional standards of care in an organized and accessible manner. 2 The concept of "standard of care" also has distinct meanings in the law. The term refers to a legal standard that must be followed to avoid liability, sanctions, or other legal consequences. Of note, the term "liability" is basically equivalent to legal accountability and, under civil law, generally involves the payment of compensation when such liability is found. Sanctions are imposed under regulatory or criminal law, wherein the latter imposes a range of remedies and penalties for violations of various legal standards of conduct established in criminal statutes.
A. The Standard of Care under Current Law
There are three primary legal standards of care that will be most relevant during pandemic influenza, particularly during the time of the surge. These are: (1) tort standards pertaining to nonconsensual conduct that apply to all people; (2) regulatory standards for both health care facilities and health professionals; and (3) criminal standards that apply to all people. For purposes of this paper, we will not discuss applicable criminal standards of conduct; although it should be noted that, following Hurricane Katrina, criminal prosecutions were brought against nursing home owners for negligent homicide in not moving their patients prior to the storm. 
Tort Standard of Care
In the tort standard of care, there are three predominant bases for liability: (1) liability for intentional conduct; (2) liability for negligent conduct, and (3) strict liability pertaining to certain activities. In intentional conduct, the tortfeasor is liable if he or she acts with "the purpose of producing that consequence" or "knows to a substantial certainty that the consequence will ensue from the person's conduct."
4 Negligent conduct is a more complex concept and involves risk analysis with respect to one's conduct vis-à-vis another person. The Restatement (3rd) Torts emphasizes a balancing of the risk of injury if precaution is not taken versus the utility of taking precautions that may cost large amounts of money, stating:
A person acts with negligence if the person does not exercise reasonable care under all the circumstances. Primary factors to consider in ascertaining whether the person's conduct lacks reasonable care are the foreseeable likelihood that it will result in harm, the foreseeable severity of the harm that may ensue, and the burden that would be borne by the person and others if the person takes precautions that eliminate or reduce the possibility of harm.
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The third basis of tort liability is strict liability, which pertains to injuries from abnormally dangerous activities, 6 and also from the manufacture and sale of defective consumer products. 7 The basic theory of strict liability is that the in- 
Relevant State Medical Liability Laws
Most states have enacted statutes to address tort liability of health care professionals. 8 In these states, the applicable standard of care varies by jurisdiction. 9 In addition to setting the standard of care, states have also enacted statutes establishing pretrial procedural requirements, damage caps, and other reforms in an effort to reform the adjudication of malpractice cases. 10 Indiana has had such a medical malpractice reform since 1975.
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A majority of states have adopted a "national" standard of care, but a significant minority still adheres to the "locality rule," which focuses on local customs to determine the appropriate level of care. 12 The locality rule, developed over 100 years ago, was intended to protect rural and small town physicians who were presumed to be less informed and well equipped than colleagues in large cities. 13 The standard of care enunciated under the strictest version of the locality rule measures the conduct of a physician against that of other physicians in the same field operating within the same community.
14 Although most jurisdictions initially adopted the strict locality rule, many subsequently adopted a "modified locality rule" which is characterized as the degree of care, skill, and proficiency commonly exercised by ordinarily careful, skillful, and prudent physicians at the same time the treatment was provided and in similar localities.
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States are moving toward a national standard of care that evaluates whether the physician has exercised the "care and skill which is expected of a reasonably competent practitioner in the same class to which he belongs acting in the same or similar circumstances."
16 Most states adopting the national standard treat locality as one of several factors to be considered to determine whether a physician has acted reasonably under the circumstances.
17 Some states, however, apply a variation of the "locality rule," or apply both standards of care depending on whether the physician is a specialist. 18 The District of Columbia and twenty-nine states have adopted the national standard of care and twentyone states continue to maintain some version of the "locality rule." 19 Until 1992, Indiana followed the modified locality rule. 20 That year, in Vergara v. Doan, the Indiana Supreme Court established the following standard: "[A] physician must exercise that degree of care, skill and proficiency exercised by reasonably careful, skillful, and prudent practitioners in the same class to which he belongs, acting under the same or similar circumstances." 21 In so doing, the Indiana Supreme Court adopted the national standard of care for Indiana.
Regulatory Standards of Care
The health care sector is one of the most regulated areas in the economy of the United States. A myriad of state and federal regulatory regimes govern both health care professionals and facilities to achieve a variety of regulatory objectives. These regulatory schemes involve both licensure and accreditation requirements.
Licensure and accreditation norms generally set regulatory standards for competence, and, increasingly, quality of services. Licensure for both professionals and facilities tends to both define the characteristics of the profession or facility and establish criteria and standards for meeting these definitive characteristics. Accreditation is basically the same as licensure except that the survey and certification function is carried out by a private organization. Often, as is the case with hospitals, accreditation by a private accrediting body, i.e., the Joint Commission on the Accreditation of Healthcare Organizations ("JCAHO"), will be deemed to meet the conditions of state licensure and also the conditions of participation for third party payers. 22 The conditions required under licensure and accreditation may be one source to which a court looks as it determines whether or not a defendant has met the standard of care.
The federal Medicare program and joint federal-state Medicaid programs have an array of statutory and regulatory prescriptions governing health care providers to ensure that program beneficiaries receive high quality care for which payment is made. 23 These standards are similar to licensure and accreditation standards in terms of the conduct they require on the part of providers. Given the experience in Hurricane Katrina, the Centers for Medicare and Medicaid Services ("CMS"), the agency within the Department of Health and Human Services ("DHHS") that administers the Medicare, Medicaid, and SCHIP programs, waived many of these standards because of the extraordinary difficulties compliance would have imposed on providers. 24 Specifically, CMS waived liability for hospital emergency rooms under the Emergency Medical Treatment and Labor Act ("EMTALA") for transferring patients to other facilities for assessment if the original facility was located in an area where a public health emergency had been declared. 25 CMS also waived certain Health Insurance Portability and Accountability Act ("HIPAA") privacy requirements so that providers could talk to family members about a patient's condition when patients were unable to grant that permission to the provider.
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B. Professional Development of the Content of the Standard of Care
It is important to appreciate that the ultimate source of these legal standards of care, particularly with respect to tort liability, are in fact professional norms. 27 Since the 1980s, the medical profession and its medical specialties have engaged in the development of more formal standards of care in all areas of medical practice. Thus, it is appropriate to rely on the flexibility of current standards to develop protocols in conjunction with stakeholders. To the extent that they have been developed in a fairly transparent and democratic process, model protocols will be authoritative in establishing the most appropriate standard of care. Indeed, governmental agencies have often adopted privately set standards in their regulatory programs. 31 
III. STATE AUTHORITY AND ALTERED STANDARDS OF CARE
The major sources of law that govern state public health matters are statutes that provide states the authority to protect and promote public health within the state. Most states also have specific statutes that authorize the governor of the state to declare an emergency and assume extraordinary powers to address the emergency. 32 These statutes often immunize emergency and public health workers from liability for negligent conduct during the emergency. 33 In 2006, Indiana revised its laws regarding public health and other emergencies to provide the governor with emergency powers, including rulemaking powers, and to waive liability for negligent conduct in certain instances. 34 Under Indiana law, the Governor has the power to declare a state of emergency, which triggers authorizations to engage in many emergency response activities. 35 Additionally, it is important to note two model acts that are widely circulated. The 
A. Setting the Altered Standard of Care for a Public Health Emergency
States do not require statutory authority to "alter" standards of medical treatment since such standards are established by professional organizations and individuals. Under current law, states can convene relevant stakeholders to discuss and develop an altered standard of care pursuant to the conventional processes for developing standards by these persons and entities. 39 Under a state's authority to act in public health emergencies and to issue rules and orders to proceed in such emergencies, the state could issue an order recognizing that the previously developed protocol will be the altered standard of care in the public health emergency. Ostensibly, the governor could declare a previously developed protocol as the altered standard of care in the emergency at hand, although the governor need not take this step to assure that the protocols be authoritative. Nevertheless, such a rule-or even a declarationwould be useful in litigating cases and establishing the standard of care to be used in the situation. The Indiana Code gives the Governor the power to issue rules and orders in the event of a public health emergency. 40 Similarly, the Turning Point Model Public Health Act accords such authority as well. 41 The most effective way to confer authority on a protocol establishing an altered standard of care in subsequent litigation is to develop the protocol before the emergency -using the ideal process described above. Such a process would involve convening the major stakeholders from around the state to develop the protocol in a transparent and democratic process involving broad con- sultation with interested parties and the public. Also, the protocols would gain authority if they reflected consideration of other authoritative sources. The Agency for Healthcare Quality and Research has developed a useful guide for developing protocols for an altered standard of care. 42 The American Health Lawyers Association has also developed a tool to assist states in legal preparation for a public health emergency that specifically identifies key issues involved with developing protocols for altered standards of care.
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B. Modifying Liability Rules for Conduct during a Public Health Emergency
State statutes that provide immunity from civil liability for health care providers and workers in emergency situations can greatly facilitate the implementation of altered standards of care. While such statutes are not necessary, they clarify that health care providers will not be civilly liable for negligence in a declared public health emergency. Such statutory provisions are important to provide legal "cover" in the event that stakeholders develop protocols for altered standards of care that depart from the standard of care for negligence in the usual business environment.
Once an emergency has been declared, Indiana law deems all emergency care workers, who are working in a governmental function not liable in tort for their actions, except where there is willful misconduct, gross negligence, or bad faith. 44 The Indiana Code also provides specific immunity for both health care workers and facilities as long as they refrain from willful misconduct and gross negligence. 45 Furthermore, Indiana law provides health care workers immunity from liability for negligence in public health emergencies if they are licensed health care professionals operating under circumstances of a declared disaster. 46 These health care workers, however, are not immune from civil liability if damages result from gross negligence or willful misconduct. 47 Facilities are also immune from civil liability in times of declared public health emergencies. 
IV. CHALLENGES
The challenges for the state, the providers, and the public will be legion during a pandemic, particularly during the pandemic's surge. The surge is the point in an epidemic when the most people are infected and the demand for medical resources and services is the greatest. DHHS has developed computer programs that states and providers can use to estimate the demand for services and resources during the surge. 50 Also, hospitals customarily estimate what their surge capacity is for any public health emergency. 51 Hospitals, nursing homes, home health care services, and other health care institutions are ill-prepared for a surge at any level, much less in the numbers expected in the event of pandemic influenza. Although many hospitals could operate at 125% percent capacity or more for up to 72 hours, most cannot maintain this level of service beyond 3 days. 52 An additional important issue is whether alternative sites, such as hotels, schools, offices, and churches, will be used for the delivery of care during the surge and at other times.
53 Such unorthodox facilities probably could not provide services at the customary standard of care.
A. Triage Methodologies
Triage in a public health emergency is the process by which first responders will sort victims to determine priority for treatment with those whose conditions will likely result in survival accorded medical care ahead of those unlikely to survive despite treatment and those who will survive regardless. 54 This decision-making process will inevitably implicate legal doctrines pertaining to the standard of care. 55 In the United States, health care and health law have traditionally focused on the individual patient. Generally, a physician owes a duty 49 to provide the best care and seek the best outcome for each patient regardless of who is in the waiting room. Failure to provide such care may subject the practitioner to malpractice liability, professional penalties, and/or, in the most egregious cases, criminal sanctions. 56 However, in the event of pandemic influenza and an unusually large number of ill patients, physicians will necessarily focus on maximizing population outcomes rather than improving the health of individuals. 57 The medical community will shift to a public health orientation that focuses on ensuring the health and safety of the population as a whole. 58 Significantly, the goal of providing optimal care to the population may require compromising best practices or providing less than optimal care to individual patients. This approach, ethically intolerable or legally suspect under normal conditions, may be necessary and appropriate under disaster scenarios. 59 Consequently, pre-pandemic development of protocols for appropriate triage processes is essential. Protocols must address issues such as who gets access to limited resources like ventilators versus less intensive or palliative care.
Yet a 2006 literature review by a Canadian team of researchers found no current triage protocols for critical care in an influenza pandemic. 60 The Canadian team and others have since proposed triage protocols that differ in many respects but offer policymakers a starting point for pre-pandemic planning. 61 The proposals outline inclusion and exclusion criteria and identify the levels of treatment that are appropriate based thereon. Most focus on symptoms and avoid subjective criteria like age and lifestyle. These tools will assist first responders in making difficult decisions that allow for the optimal allocation of limited resources.
Experts agree that successful implementation of a triage methodology requires public discussion prior to the onset of a public health emergency. 62 A
